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Synovis Orthopedic and Woundleare, Inc. Unite@ Biomastrix

510(K) SUMMdARY

I Submitter Information

A. Company Name: Synovis Orthopedic and Woundeare, Inc.

B. Company Address: 6 Jenner, Suite 150
Irvine, CA 92618

C. Company Phone: (949) 502-3240

D. Company Facsimile: (949) 502-3241

E. Contact Person: Amy Bandly
Manager, Regulatory Affairs
amytboucly~synovisorthowound.com

F. Date: August 18, 2011

2 Device Identification

A. Device Trade Name: Unite® Biomatrix

B. Common Name: Animal-derived extracellular matrix
(xenograft) wound care product

C. Classification Name(s): Unclassified

D. Classification Regulation: Unclassified

E. Device Class: Unclassified

F. Product Code(s): KGN

G. Advisory Panel: General and Plastic Surgery

3 Identification of Predicate Devices

The Unite~m Biomatrix is substantially equivalent to the following devices, which
are cleared for commercial distribution in the United States:

" Unite® Biomatrix, Pegasus Biologics (K07 1425)

* Oasis®& Wound Matrix, Cook Biotech Incorporated (K06171 1)

4 Device Description

The Unite® Biomatrix is a decellularizcd equine pericardial extracellular matrix
(xenograft) which has been crosslinked and exposed to a liquid chemical sterilant.
The product has passed the USP sterility test and satisfies FDA requirements for
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LAL endotoxin limit for a medical device. The product must be rinsed prior to
use. The device is for single use, single patient application only.

5 Indications for Use

The Synovis Orthopedic and Woundcare Unite® Biomatrix is an animal-derived
extracellular matrix (xcnografl) intended for the management of moderately to
severely exudating wounds, including:

" Partial and fill thickness wounds
" Draining wounds
* Pressure sores/ulcers
" Venous ulcers
" Chronic vascular ulcers
" Diabetic ulcers
" Trauma wounds (e.g., abrasions, lacerations, partial. thickness [second-

degree] burns, skin tears)
" Surgical wounds (e.g., donor sites/grafts, post-laser surgery, post-Mohs

surgery, podiatric wounds, dehisced surgical incisions)

6 Substantial Equivalence

The Unite@ Biomatrix is identical to the predicate device (Unite®& Biomatrix,
Pegasus Biologics) in terms of intended use, technology, design, materials and
performance and is equivalent to the Oasis Wound Matrix in terms of intended
use, technology, and design.
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S Ynov is Ortihoped ic and Woundcare, Inc.
%/ Ms. Amy l3ouIcly
Mvanager, Regtilatorv Af[fairs
6 Jenner Street Sulite 150
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Re: K 112399
lrade/Dev ic~c Namie: Unite®" B lonatrix
RegulatorY Class: Unclassified
Produlct Code: KGN-7
Dated: AugusIS 17 011
Received: Auulst 19, 2011

Dear Nis. BouIcly:

We have me \ie\vedl yourF Section SI 10(k) pirmarket notification of intent to market the device
referenced above and have determined the device is substantially equivalent (for the indications
for Use stated inl thle enclosure) to legally marketed predicate devices marketed in interstate
cornmerce prior to M/ay 28, 1 976, the eniactment date of.the Medical Device Amendments, or to
devices that have been reclassi tied in accordance with the provisions of the Federal Food, Drurg,
and Cosmetic Act (Act) that do not require approval of a premnarket approval application (PMIA).
YOU may, therefore, market the device, subject to the general controls provisions of the Act. The
general controls provisions of' thle Act include requirements for annual registration, listing of'
devices, good manlulact~ring practice, labeling, and prohibitions against misbranding and
adulteration. P lease note: CD RI-I does not evaluate information related to contract liability
warranties. WAe remind you, h1owever, that device labeling must be truthful and not misleading.

If your device is classified (see above) into either class 11 (Special Controls) or class Ill (P)MA), it
may be subject to adlditional controls. Existing major regulations affecting your (device canl be
fou~nd in the Code of Federal Regulations, Title 21, Parts 800 to 898. In addition, FDA may
publish further announcements concerning your device in the Federal Register.

Please be advised that FDA's issuance Ofra substantial equivalenice determination does not mean
that FDA has made a determination that your device complies with other requI~irements of the Act
or anyv Federal statutes and eulations administered by other Federal auencies. YOU mu1Lst
comply with all the Act's redLlueenS, including, but not limited to: registration awl listing (21
C FR Part 807); labeling (2 I C FR Part 80 1); mnedical device reporting (reporting ofimcdiuca
device-related adverse events) (2 1 CFR 803); good ManufacturingIL practice requirements as set



P~age 2 - N'ls. Aimy IBoucly

forth in the Cqual i1' systems (QS) regulation (21 CF R lPar 820); and iF applicable, te eletronic
product radliation control provisions (Sections 53 1-542 of the Act); 2 1 CI't 1000-1050.

Fvoci desire specific advice for your device on our labeling regulation (21 CFR Part 801), please
go to htpw~w. fatov/AbomrFDA/CentersOnfices/C:DI-l/C:DI-O ics/ucmi Ill5809.1hmi for
the Center for Dev-ices and Radiological Health's (CD)RI-1's) Office of Compliance. Also. pleas
note the regulation entitled, ''Misbrnding by reference to premarket notification" (21IC FR Part
807.97). For questions regardling the reporting of adverse events under the MDR regulation (2!
CFN 1%ar 803). please go to
httilpwxv..uov/Med icalfDevices/Salfet%,/Repoirtatlrobl em/defaulit.iltml for the CD RH-'s Office
of Surveillance and Biomnetrics/Division of Postmnarket Surveillance.

You may obtain other uoernral i riformation on your res ponsibili ties Lrnder- the Act from the
Diviion of mall M/anulbcturer-s. International and Consumer AsiOW=c~ at its toll-flee numrrber
(800) 638-204 1 or (301) 796-7100 or at its Internet address
j11 :l/ww.-j fda. 'o\/MCd i cal Fie ViCes/Reso Lrrces forYo r/lndurrsryde QA L .

Sincerely y'Our's I

Mark N. Nelkcrson /9
Director
Division Of Surgical, Orthopedic

and Restorative Devices
Office of Device Evaluation
Center- fbr Devices and

Radiological Health

Enclosure



Indications for Use

51 0(k) Number (if known): K1 12399

Device Name: Unite®) Biomatrix

Indications For Use:

The Synovis Orthopedic and Woundcare Unite®) Biomatrix is an animal-derived
extracellular matrix (xenograft) intended for the management of moderately to severely
exudating wounds, including:
* Partial and full thickness wounds
* Draining wounds
* Pressure sores/ulcers
* Venous ulcers
* Chronic vascular ulcers
* Diabetic ulcers
* Trauma wounds (e.g., abrasions, lacerations, partial thickness [second-degree]

bums, skin tears)
* Surgical wounds (e.g., donor sites/grafts, post-laser surgery, post-Mohs surgery,

podiatric wounds, dlehisced surgical incisions)

Prescription Use -X -AND/OR Over-The-Counter Use ___

(Pant 21 CFR 801 Subpart 0) (21 CER 807 Subpart C)

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRH, Office of Device Evaluation (ODE)

(Division Sign-Off
Division of Surgical, Orthopedic,
and Restorative Devices

5l0(k)Number KJ 7 23S 7


